Department of Energy
Carlsbad Field Office Saema
P. O. Box 3090 “6189107;
Carlsbad, New Mexico 88221 2 <5
July 8, 2003 & )

) JOL ;3
‘Dr. Amrit S. Boparai , n o /; N 2
Analytical Chemistry Laboratory i gy q &
Argonne National Laboratory-East gy
9700 South Cass Avenue 4

Argonne, IL 60439-4837

RE: Issuance of Argonne National Laboratory-East (ANL-E) CARs 03-065 through 03-
068 for Audit A-03-18
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Dear Dr. Boparai:

The Carlsbad Field Office (CBFO) performed Audit A-03-18 of Argonne national Laboratory-
East, on June 24 and 25, 2003. The scope of this audit was the adequacy, implementation,
and effectiveness of the quality assurance elements and technical elements related to the
procedures and processes used by ANL-E in it's role as the sample preparation contractor
for the Headspace Gas Performance Demonstration Program. As a result of this audit, the
subject CARs have been issued. '

Please determfne and docurﬁent on the enclosed CAR continuation sheets your propdsed
corrective action plans for the CARs. Please forward the proposed corrective action plans
and schedules for completion to me prior to the response due dates identified in CAR block
14. K

If you have any qyés‘tions or comments, vpleas_e contact me at (505) 234-7442.

M. Lea Chism
Quality Assurance Spegcialist

Enclosure

cc: w/enclosure

A. Holland, CBFO' *ED
K. Watson, CBFO *ED
M. Brown, CBFO  *ED
K. Joshi, DOE-CH *ED
A Gabel, DOE-CH *ED
M. Eagle, EPA *ED
S. Zappe, NMED  *ED
B. Walker, EEG *ED
‘A. Arceo, CTAC *ED
C. Watkins, CTAC *ED
‘D.Gill, CTAC  *ED
T. Bowden, CTAC *ED
K. Dunbar, WTS

CBFO QA File

CBFO M&RC

*ED denotes electronic distribution 030707
MR



CORRECTIVE ACTION RE} URT

L CAR No.: 03065 2. Activity Report No.; A-03-18 ' 3 Page L of
4 (fontwlling Document: SW-846, Method 82608 Volatile & CBFO Assessment Team Leader: Lea Chism

Organic Compounds By Gas Chromatography/Mass Speetrometry
(GOMS), Rev. 2

6, Responsible i()rgan'lzm:i.c}m § ANL-B CMT ACL 7. CAQ Was Diseussed Witht A: Boparai, M, Kalensky

8. Requirement that was violated: SW-846, Method 82608, Rev. 2, Section 5.12.1, states, in part: “Inftial calibration standards
should be prepared at a minimuny of five different concentrations from the secondary dilution of stock stindards (see Sections 5.7
and 5.8) or from a premixed certified solution.” ' ‘

9. Condition Adverse to Quality: The standards used for preparation of calibration standards are used beyond thefr
manofacturer’s expivation date. Forexample, ALMB30407 and ALMOZ3835 expired in 2001 but were used to make calibration
staidards an 2/18403.

10 Suggested Actions (Optional):

ta, Significant CAQ {Yes or NoiX
Lib, Work Suspension Reconmended (Yesor NopX
e, RORARelated - {Yes or NoyX

11d. Accelerated Corrective Action Requived {Yes or NoyX

12, Types of Actiongs Remediali X Investigative:, X Root Cavse: X, Actions to Preclude Reeurrence: X

) B g,cfw»;aif«,‘ Yo WLy g
15, CAR Initiator? Dorothy GO 2 Date:__7/02/03

14, Response Dae Date:_ (O C{; =~ {3 K‘“ a2 Corrective Action Plan Required: gﬁ / I@N(}
Required Corrective Action Completion Date: /U/ A
| 18, a.Concurrence: O Jm@,_%bw ngﬁ;/dag/ﬁwg B /U/ A o - i
Asgussmsent Tewn Leader Date Responsible Assistant Maoager Date
e Alla.

Date

Adulify Assurancs Manager

rganization: Use CAR Continuation Sheet

16, C;‘oi'réctiw Aéizimm i’rm;;mse’d by the Responsible O

17, Aceeptance of Proposcd Corrective Actions:

- Assessmient Toan Lander . - o Drate

1

e =)

' Varii‘fémin n of Corrective Action Completion: (Use CAR Continuation Shewt)

19, Verified By:
Name , Date

190, Trend Cauge Codey

20, Closure:

Quality Assurnace Manager Dute
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'UBFO CORRECTIVE ACTION REPORT

(continuation sheet)

1. CAR No.;

| 2. Activity No.:

3. Page_ of

Block #_




CORRECTIVE ACTION RE}ORT

L CAR Nou 03-066 . 2. Activity Report No,: A-03.18 3 Page 1 of 2
4. Controfling Document: SW-846, Method 82608 Volatile 5. CBFO Assessment Team Loader: Lea Chigm

Organic Compounds By Gas Chromatography/Mass Spectrometry
(GCIMS), Rev, 2 and Method 80008 Daterminative Chromatographic
1| Separations, WAL, and QAPD

6, Responsible Organization: : ANL-R.CMT ACL 7. CAQ Was Discussed With: A, Boparsi, M. Kalensky

8. Requirement that was violated: (Soe Continuation Shee)

9. Condition Adverse toQuality: (See Continuation Sheet)

L6, Suggested Actions ((’}piimwlj:

Ha. Significant CAQ (Yos or No)X
11b, Wark Suspension Recommended (Yes or NOYX
Lie. RCRA-Related. ' (Yes or Noj:X

L. Aceeleraied Corrective Action Required (Yes or NopX

12, Types of Actions: Remedial: X Investigativer_ Root Cause:___ Actions to Preclade Recurrense

CEp O o (
X 7 Date:__7002/03

13, CAR Tuitiator: fﬁé;mxf Gill.,

14, Response Due Dater_) £ if OX 1/ 03 Corrective Action Plan Required: ‘Qx’ ES/NO '
Required Corvective Action Completiun Dates /ﬁf/ﬁ] c
] . . . ) % *. « 077 oo / i}
15, a.Concurrences) Y }‘m,{;"j%(g.m; Chusm 0 F 0§03 /{// A
1 - Assesgent Yo Logder Pate Hespousible Assdstant Manager Date

e A/A

- QY Assuranes Mansger Date

16, Corrective Actions Proposed by the Responsible Organtzation: Use CAR Continuation Sheet

17, Acceptance of Proposed Corrective Actions:

Adgessment Toam Laader . Date

18, Verification of Corrective Action Completion: (Use CAR Continuation Sheet)

19a, Verilied By;

Name Dute
19b, Trend Cause Codes ., : :

24, Closure:

Quiality Assieanie Manager ) Daie




C8FO CORRECTIVE ACTION h4PORT

(continuation sheet)

1. CAR No,:03-066 | 2 Activity Nout A-03-18 3 Page 2 of 2

“Block # 8. Requirement that was vielated:

ASW-846, Method 82608, Volatile Organic Compounds By Gas ChromatographyMass Spectromatry (GCYMS), Rev. 2, Section
7.6.1, states, “The qualitative identification of each compouad determined by this method is based on retention time, and on
comparison of the sariple mass speetrumn, after background cotrection, with characteristic jons in a reference mass speciram, The
roference mass spebtram must be generated by the laboratory using the conditions of this method, The characterlstic fong from the
reference mass spectrum are defined to be the three fons of greatest rulative {ntensity, or any fons over 30% relative intensity {fless
than theee such jons oceur in the reforence spectrom,” Method 80008, Determinative Chromatographic Separations Seetion.7.6.1,
states, “Before establishing retention thue windows, make sure that the chromatographic system is operating reliably and that the
system conditions have been-optimized for the target analytes and surrogates in the sample matrix to be analyzed.”

BWAP, Table B 3-3 Summary of Laboratory Quality Control Samples ard Frequencies for Gas Volatile Ovganie Compound
Anadysis, Method Performance Samples must meet method QAQs (WAP Table B3-2 provides methods QAOs for acouracy and
precision),

C.QAPD, Rev. 5, Seotion 2.1.2.8, states “"Methods for demonsirating that the work was performed as required (such ag provigions for
recording inspection and test results, check-off lists, or sign-off blocks), and Section 2.1.2.9. Identification and classification of QA
records to be generated by the fmplementing procedure

D WAP, Table Bl-1, Gas Sumple Requirements, Holding Temperatures 0-40°C

Block #9_Condition Adverse to Quality:

o g

Adequacy ssues Procedure ACL~168, Rev. 5, does not address the following:
A. ‘The initial calibtation section {(8.4.1) does not deseribe how retention time and retention time windows are determined.
B The précedxrrc: does not require goneration of method precision and accuracy data:
C. The procedure doos m;«i deseribe what vecords are generated by this procedire, nor how these records are digpositioned.

. The procedure does not address the holding temperature requirement for VOCs SUMMA canister, henoe there was no
- dovumentation for monitoring the temperature fn the area for storage of PDP and calibration canisters.

o




\_3FO CORRECTIVE ACTION'. CPORT

(confinuation sheet)

1. CAR No.:

2, Activity Nb. H

3. Page ___ of ___

Block #_




CORRECTIVE ACTION REI&URT

1. CAR Now: 03-067 2. Activity Report No.: A-03-18 3. Page _1_of 2

4, Controlling Documents SOP ACL-211, Revigion 4 8. UBFO Assessment Team Loaders Loa Chism
6. Responsible Ovganizations ANL-E CMT ACL. 7. CAQ Was Discussed With: Mike Kalensky

8. Requirement that was violated:

A} BOP ACL-211, Section 4.6.1 states, “In an ACL-approved serialized notebook, maintain a log of the location and shipment

undeontent of all camisters used in the HSGPDP® '

B) S0P ACL-211, Section 3; Receipt Inspection states, “Upon receipt of the HSGPDP gas eylinders from the vendor, the ACL
shall verify that the compounds listed on the certificate of analysis attached to each cylinder are the same as ordered and that

| their concentrations are approximately the same as ardered. The verification shall be documented by signin g

(orinitialiog) and dating the certificale of analysis with a statement; “Received by ANL.”

9. Condition Advoerse to Quality:

A) There is no record of all canisters used in the HSG POP, since ouly those canisters shipped ina given cycle it vecorded ina
| serialized notebook, The canisters not heing used in the most recent cyele are not accounted for in ACL documentation,

1) There is no documentation of receipt inspection to verify that the compounds listed on the certificate of analysis attached to vach
j oylinder are the sume vs ordered and that their concentrations are approximately the sume ag ordered. The words “received by
1LANL” are not present on any of the certificates of analvsis associated with the catibration standards or PDP samples,

10. Suggosted Actions (Qptional):

11a. Significant CAQ (Yes or Nod: No
11b. Work Suspension Recommended (Yes or Noyr No
i, RCRA-Related A (Yes or Nop: No

11d. Accclerated Corrective Action Requirved (Yes or Nopr No

12, Uypes of Aptious: J}Gmeﬁ.galg@}iwwﬁwaﬁﬁgai:ive:m Root Cause:_ Actions to Preclode Recurrence:
’ Aot o, : o

" e e Dater /0203

el el

(i
M‘”

it

13 (fé&i& Lodtlator:

14, Response Due }}am:m@g ‘/ O g‘ ‘ Corrective Action Plan Required; ha) NO
Required Corrective Action Completion Date: /U{/ Fel
: ny 1w L “
18 ft&:mxc‘xit‘mme:ﬁxm@%m QAM w D003 b, A / A
 Assessment Towin Loador Date Respunsible Assistant Munager Date
¢ M / A

Quality Assuranve Manager Date

16, Corrective Actions Proposed by the Respousible Organtzation: Use CAR Continuation §heet

17, Aceeptance of Proposed Corrective Actions:

1 | Assessment Toamt Lender ~ Date

18. Verifieation of Corrective Action Completion: (Use CAR Continuation Sheet)

194, Verified By:
Name . Date

& 19, Treod Cause Code:_

NN 0

20, Closure:

Cruality Asswranee Maiger Date




(continuation sheet)

( SN G
'UBFO CORRECTIVE ACTION REPORT

1. CAR No.:

2. Activity No.:

3, Page ___ of ___

Block #_

Rl




CORRECTIVE ACTION REPURT

s
L CAR No.t 03-068 2. Activity Report No.x A-03-18 ‘ 3 Page A of %
4, Contralling Document: §OP ACL-158, Rev. 4 & CBEQ Assessment Tenm Leadery Les Chism
1 6. Responsible Organizations ANLE CMT ACL T, CAQ Was Discussed With; Mike Kalensky

8. Requirement that was violateds SOP ACL-158, Rev. 4, Seetion 3, states, tn-pat, “Apparatus and Matertals

-Bouedon type pressure gauge: 0 to 345 kPa (0 1o 50 psig) to monitor gero air pressure,

~Homidifier: 300 ml. stainless steel eylinder containing high performande liquid chromatography (HPLC) grade defonized water to
provide roisture to the zero air supply. Dry zero ait irgpinges on the surface of the water and sweeps the headspace of the
teservoir.”

9. Conditlon Adverse to Quality:

The Bourdon style pressure gange nsed to monitor zeto aiv pressure reading between 0 and 345 kPa and HPLC + grade watet we not
being used on the canister cleaning manifold: They uw;t a pressure gauge that measuresin mm Hg and water that is purifted using
he NANG pure syston,

10, Suggested Actions (Optionaly

1la. Significant CAQ {(Yes or Noj: No

b, Work Suspension Reconunended {Yes or Noys No

He. RCRA-Related (Yes or Noj: No

11d. Accelerated Corrective Action Required {Yes or Noy: No

§. Vypes of Actlons: ;}@n«}ialwﬁi Invvstigatw free ROOUCause: . Actions to Preclude Recurrence:
13. CAR Initiator: Izi‘f ngigms i Dater, 7/02/03

14, I(wqmmo i)ue Dater Cﬁ E{ / 0 ‘«:’s'/f?ﬁ Corrgetive Action Plan chmml' @@NC}
Required Corr ective Action C‘omplaﬁml Date: A / A

4 15 aConcurrgncs: «‘53{%&&&.« (y\/\mvﬂ Q“«}«/ﬁg{/gg;}, b A j A

Asstmsment Ceam Lender Drte Rogpunsible Assistant Manager Date
e M4 |
o Quality Assuranee Manager Date

16, Corvective Actions Proposed by the Responsible Organization: Use CAR Continuation Sheet

17. Acceptance of Proposed Corrective Actions:

) o Assessmont Team Leader - © Daie : :

18, Veritleation of Corrective Action Completiony (Use CAR Continuation Sheot)

198, Verlfied By

Name Date

19h. Peend Cause Code . )

20, Clostros

“Quality Assnepnee Manngey Dade
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O CORRECTIVE ACTION REPORT

(continuation sheet)

1; CAR No.:

| 2. Activity No.:

3. Page_; of __

Block #_




